United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



10/683,803 



10/10/2003 



Roberto Crea 



U 2448.00003 ORD 



2158 



51951 7590 08/22/2006 

THE LUTHER LAW FIRM 
12198 E. COLUMBINE DR. 
SCOTTSDALE, AZ 85259 



EXAMINER 



ROYDS, LESLIE A 



ART UNIT 



PAPER NUMBER 



1614 



DATE MAILED: 08/22/2006 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summarv 


Application No. 

10/683,803 


Applicant(s) 

CREA, ROBERTO 


Examiner 

Leslie A. Royds 


Art Unit 
1614 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

* If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 12 June 2006 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-11,13 and 15-17 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-11,13 and 15-17 is/are rejected. 
7M Claim(s) 15 is/are objected to* I, 1% 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) □ Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) [><] Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date 12 June 2006 . 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 7-05) 



Office Action Summary 



Part of Paper No./Mail Date 08072006 



Application/Control Number: 10/683,803 Page 2 

Art Unit: 1614 

DETAILED ACTION 
Claims 1-11, 13 and 15-17 are presented for examination. 

Applicant's Amendment and Information Disclosure Statement (IDS) filed June 12, 2006 
has been received and entered into the application. As reflected by the attached, completed copy 
of form PTO/SB/08A (one page total), the Examiner has considered the cited references. 

Claims 1-11, 13 and 15-17 remain pending in the application. Claims 12 and 14 have 
been cancelled by amendment and claims 16-17 are newly added. 

Applicant's arguments, filed June 12, 2006, have been fully considered but they are not 
deemed to be persuasive. Rejections and/or objections not reiterated from previous Office 
Actions are hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set of rejections and/or objections presently being 
applied to the instant application. 

Objection to the Claims (New Ground of Objection) 

Claims 1,13 and 16 are objected to for containing improper periods within the subparts 
of the claim. Please see subparts designated as "a." or "b.". Proper form of claims dictates that 
only one period should be contained with a claim (i.e., at the end of the claim), unless it is used 
to denote a decimal point. 

Claim 15 is objected to for depending upon a cancelled claim (i.e., claim 12). 

Claim Rejection - 35 USC§112, First Paragraph, Written Description 
(New Ground of Rejection) 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
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pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 13 and 16-17 are rejected under 35 U.S.C. 112, first paragraph June 12, 2006, to 
contain particular subject matter that was not described in the specification in such a way as to 
reasonably convey to one skilled in the art that the inventor, at the time the application was filed, 
had possession of the claimed invention. "If new matter is added to the claims, the Examiner 
should reject the claims under 35 U.S.C. 1 12, first paragraph-written description requirement. In 
re Rasmussen, 650 F.2d 1212, 211 USPQ 323 (CCPA 1981)." (See MPEP §2163.06(1)). 

An Applicant shows possession of the claimed invention by describing the claimed 
invention with all of its limitations using such descriptive means as words, structures, figures, 
diagrams and formula that fully set forth the claimed invention. Lockwood v. American Airlines, 
Inc., 41 USPQ2d 1961, 1966 (Fed. Cir. 1997). 

Present claim 13 is amended and is drawn to a method of treating a disease caused by 
free radicals due to environmental pollution, brain or myocardial lesions induced by free radicals 
following cerebral or myocardial ischemia and attendant reperfusion, atherosclerotic lesions and 
tissue proliferative processes, diabetic or toxic neuropathies and Type I or Type II diabetes 
comprising the administration of a composition comprising acetyl-L-carnitine and a mixture of 
polyphenols containing hydroxytyrosol. Present claim 16 is drawn to a method of ameliorating 
the same conditions as presented in claim 13. 

In particular, the specification as originally filed fails to provide written support for now 
claiming the treatment of either of Type I or Type II diabetes. 

Respecting the limitation of diabetes, Applicant fails to identify the portion of the 
specification that provides written support to now claim the treatment of either of Type I or Type 
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II diabetes. In the absence of any identification of a particular location in which written support 
for this newly added subject matter could be found, the Examiner thoroughly reviewed the 
present disclosure for a teaching, either express or implied, of the treatment of either Type I or 
Type II diabetes. Pertinent disclosure was located at paragraph [0116] bridging pages 5-6, which 
states: 

"Another embodiment is a method of treating a disease brought about by the presence of free radicals due 
to environmental pollution, brain or myocardial lesions induces by free radicals following cerebral or 
myocardial ischemia and attendant reperfusion, atherosclerosis lesions and tissue proliferative processes, 
diabetic or toxic neuropathies, and or metabolic disorders in glucose utilization. This method comprises 
administering to a subject in need of same a composition comprising acetyl-L-carnitine, or a 
pharmaceutically acceptable salt thereof, and optionally also a carnitine selected from the group consisting 
of L-carnitine, propionyl-L-carnitine, valeryl-L-carnitine, isovaleryl-L-carnitine or their pharmacologically 
acceptable salts or mixtures thereof, and a mixture of polyphenols containing hydroxytyrosol. Carnitine 
and hydroxytyrosol are administered in a weight ratio of from 100:1 to 1:10." 

Applicant further discloses three examples pertaining to the use of a "diabetic" 
experimental rat. Example 3 is drawn to the treatment of a diabetic rat with a composition 
falling within the scope of that presently claimed and testing the effect of the composition in 
lowering elevated serum glucose. Example 4 is drawn to the administration of a composition 
falling within the scope of that presently claimed to a diabetic rat and then testing the sorbitol 
content in the ocular lens and sciatic nerve. Lastly, Example 5 is drawn to the administration of 
a composition falling within the scope of that presently claimed to a diabetic rat with a severed 
sciatic nerve and testing for the presence of regenerating axons in order to correct this defect. 

However, such disclosure does not adequately support Applicant's claims now drawn to 
the treatment of, in particular, Type I or Type II diabetes. It is clear from the above referenced 
passages of the instant specification that Applicant clearly contemplates the treatment of 
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metabolic disorders of glucose utilization, but has narrowed the scope of the presently claimed 
subject matter to now claim the treatment of Type I or Type II diabetes only. It is also clear from 
the Examples that Applicant clearly contemplated the administration of the compound to a 
"diabetic" rat, but fails to disclose or provide any direction or guidance in the accompanying 
disclosure or Examples as to whether the general genus of "diabetes" is intended to encompass 
both Type I and Type II or whether it is intended to only be directed at, alternatively, Type I or 
Type II. In consideration of the fact that Type I diabetes is a distinctly different condition from 
that of Type II diabetes (i.e., insulin dependent vs. insulin independent), the generic disclosure of 
"metabolic disorders of glucose utilization" or the generic disclosure of "diabetes" does not 
provide sufficient written basis to now claim the specific treatment of either or both of Type I or 
Type II. 

Considering the teachings provided in the specification as originally filed, Applicant has 
failed to provide the necessary teachings, by describing the claimed invention with all of its 
limitations using such descriptive means as words, structures, figures, diagrams and formula that 
fully set forth the claimed invention, in such a way as to reasonably convey to one skilled in the 
relevant art that Applicant had possession of the concepts of, in particular, claims 13 and 16-17 
as described above. 

Accordingly, for these reasons, claims 13 and 16-17 are properly rejected under 35 
U.S.C. 112, first paragraph, for failing to comply with the written description requirement. 

Claim Rejections - 35 USC § 112, Second Paragraph (New Ground of Rejection) 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 15 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which Applicant regards as 
the invention. 

Present claim 15 is dependent upon claim 12, which has been cancelled by the 
amendment filed June 12, 2006. In light of this cancellation, it is unclear exactly what limitations 
from the independent claim are intended to be encompassed by the scope of present claim 15. In 
addition, it is noted that Applicant has not properly provided the status of the claim by stating the 
appropriate claim identifier at the beginning of the claim. For these reasons, it is unclear as to 
what the status of the claim is and, as a result, the metes and bounds of the presently claimed 
subject matter of claim 1 5 cannot be determined. As a result, the skilled artisan would not have 
been reasonably apprised of the scope of the subject matter for which Applicant is seeking 
protection. 

For the purposes of examination, claim 15 will be interpreted to be dependent upon claim 

13. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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Claims 1, 6 and 8 remain rejected under 35 U.S.C. 102(a) or 35 U.S.C. 102(e) as being 
anticipated by Crandall (U.S. Patent 6,333,057; December 2001) in light of Saija et al. ("In Vitro 
Evaluation of the Antioxidant Activity and Biomembrane Interaction of the Plant Phenols 
Oleuropein and Hydroxytyrosol", Int. 1 Pharm., 1998), cited to show a fact, each already of 
record, for the reasons of record set forth at pages 11-13 of the previous Office Action dated 
December 12, 2005, of which said reasons are herein incorporated by reference. 

Applicant states that Crandall provides a list of agents, including olive oil, in which to 
dissolve the carnitine and coenzyme Q mixture, which indicates that olive oil was a minor 
component of the composition of Crandall. Applicant further relies upon the reference to Caruso 
et al. in order to establish that olive oil does not contain significant amounts of hydroxytyrosol 
and, thus, the composition of Crandall does not contain an effective amount of hydroxytyrosol. 
Applicant additionally alleges that Crandall fails to enable the combination of carnitine with an 
effective amount of hydroxytyrosol. 

Applicant's remarks have been carefully considered in their entirety, but fail to be 
persuasive. 

The comprehensiveness of a patent disclosure does not distract from the teaching of a 
specifically named compound, despite Applicant's assertions to the contrary. Applicant in some 
way believes that because there are a number of agents listed as possible vehicles for the 
carnitine and coenzyme Q composition that such a disclosure is indicative of olive oil being a 
minor component of the composition. However, this is Applicant's perception of the teachings 
of Crandall. In fact, Crandall teaches each of the possible vehicles in the alternative. In other 
words, Crandall does not require that each and every one of the named vehicles be present in the 
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same composition; rather, Crandall provides a number of possible vehicles from which the 
skilled artisan may choose in order to determine the most appropriate formulation of the carnitine 
and coenzyme Q composition. Therefore, Applicant's assertion that olive oil is but a minor 
component of the composition is not persuasive because Crandall clearly and unambiguously 
sets forth embodiments wherein coenzyme Q and acetyl carnitine are present and dissolved an in 
ethoxydiglycohethanol mixture and then olive oil (see Crandall, col.4, lines 49-62). 

Applicant is reminded that a reference that clearly names the claimed species, or, as in 
the present case, a compound that would inherently possess the claimed species, anticipates the 
claim no matter how many other species are named. Please reference MPEP §2131.02, which 
states, "A genus does not always anticipate a claim to a species within the genus. However, 
when the species is clearly named, the species claim is anticipated no matter how many other 
species are additionally named. Ex parte A, 17 USPQ2d 1716 (Bd. Pat. App. & Inter. 1990) 
(The claimed compound was named in a reference which also disclosed 45 other compounds. 
The Board held that the comprehensiveness of the listing did not negate the fact that the 
compound claimed was specifically taught. The Board compared the facts to the situation in 
which the compound was found in the Merck Index, saying that 'the tenth edition of the Merck 
Index lists ten thousand compounds. In our view, each and every one of those compounds is 
described' as that term is used in 35 U.S.C. §102(a), in that publication'). Id. at 1718. See also 
In re Sivaramakrishnan, 673 F. 2d 1383, 213 USPQ 441 (CCPA 1982)." 

Applicant alleges that olive oil does not contain significant amounts of hydroxytyrosol 
and relies upon Caruso et al. in support of this position. Applicant states, "Because 
hydroxytyrosol is more hydrophilic.than oleuropein, most of the hydroxytyrosol goes into the 
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waste water. This is illustrated by Table 1 (page 1184) where nine different olive oil samples 
were tested for various polyphenols. The content of oleuropein for each sample was set at 100%. 
In comparison, the content of hydroxytyrosol varies from 0 to 12% in one sample; almost half of 
the samples had no detectable hydroxytyrosol. Thus, olive oil does not contain significant 
amounts of hydroxytyrosol." (see paragraph bridging pages 7-8 of Applicant's remarks) 

While the variability of the hydroxytyrosol concentration in the olive oil samples has 
been noted, the data does not clearly show that hydroxytyrosol is either absent or of such a minor 
concentration that it could be definitively concluded that it contributed no antioxidant effect to 
the olive oil. In fact, one of the samples noted a 12% concentration of hydroxytyrosol. Thus, 
Applicant's conclusion that this is a "minor" concentration is a subjective interpretation and is 
not found persuasive. 

Additionally, Applicant appears to be alleging a patentable distinction over the reference 
to Crandall because the reference does not teach olive oil in a "significant amount", nor does the 
reference teach hydroxytyrosol in an effective amount. 

However, it is noted that Applicant is attempting to establish patentable distinction over a 
feature that is not claimed. Independent claim 1 and dependent claims 6 and 8 do not recite any 
amount of hydroxytyrosol that is required to be present in the composition. In fact, the claim 
merely requires that the acetyl-L-carnitine and the mixture of polyphenols containing 
hydroxytyrosol are present "in an effective weight ratio." Absent any limitation as to what the 
claimed weight ratio is actually effective to do, the mixture of Crandall meets and anticipates this 
limitation of the claim, since it is clear from the disclosure of Crandall that the combination of 
the carnitine, coenzyme Q and olive oil composition would have been present in a weight ratio 
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that was "effective" to treat androgenic alopecia. Applicant is reminded that although the claims 
are interpreted in light of the specification, limitations from the specification are not read into the 
claims. Please see In re Van Geuns, 988 F.2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

Applicant's argument that the reference to Crandall fails to enable the combination of 
carnitine with an effective amount of hydroxytyrosol has been fully considered, but is not found 
persuasive. Applicant has failed to provide any concrete evidence or persuasive argument in 
support of their determination that the reference lacks enablement. While Counsel's assertions 
have been fully considered, please reference MPEP §716.01(c)[R-2](II), which states, "The 
arguments of counsel cannot take the place of evidence in the record. In re Schulze, 346 F.2d 
600, 602, 145 USPQ 716, 718 (CCPA 1965). Examples of attorney statements which are not 
evidence and which must be supported by an appropriate affidavit or declaration include 
statements regarding unexpected results, commercial success, solution of a long-felt need, 
inoperability of the prior art, invention before the date of the reference, and allegations that the 
author(s) of the prior art derived the disclosed subject matter from the applicant." (emphasis 
added) 

For these reasons, and those previously made of record, rejection of claims 1, 6 and 8 
under 35 U.S.C. 102(a) or 102(e) remains proper and is maintained . 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-6 and 8 remain rejected under 35 U.S.C. 103(a) as being unpatentable over 
Crandall (U.S. Patent No. 6,333,057; December 2001) in light of Saija et al. ("In Vitro 
Evaluation of the Antioxidant Activity and Biomembrane Interaction of the Plant Phenols 
Oleuropein and Hydroxytyrosol", Int. J. Pharm., 1998), cited to show a fact, and further in view 
of Cavazza (WO 00/1 1968; 2000), each already of record, for the reasons of record as set forth in 
the previous Office Action dated December 12, 2005 at pages 13-17, of which said reasons are 
herein incorporated by reference. 

Applicant's remarks regarding the reference to Shug have been considered. It is herein 
noted that the reference to Shug was made in error. In light of the fact that the reference was not 
relied upon in order to set forth the present rejection under 35 U.S.C. 103(a), Shug has been 
removed from the basis of the rejection since it is not germane to the presently presented prima 
facie case of obviousness. 

Applicant's additional remarks regarding the propriety of the present rejection have also 
been considered in their entirety, but fail to be persuasive. 

Applicant states that Cavazza does not teach or suggest that the combination of carnitines 
is desirable and that the experiments in Cavazza do not demonstrate a synergistic effect for 
multiple carnitine compounds. Applicant also states, "In addition, Applicant believes that the 
Crandall and Saija references cannot be the basis for an obviousness rejection for the reasons 
discussed above." (see page 9 of Applicant's remarks) 

First, it is unclear exactly what relevance a synergistic effect for multiple carnitine 
compounds has in establishing error in the determination of obviousness. A synergistic effect is 
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neither claimed nor is it demonstrated in the present disclosure. Thus, because no such 
synergistic evidence of the carnitine mixture is of record, the previous Office Action and the 
references cited therein may be equally silent in this respect, while still addressing the remaining 
three (of four total) factual inquiries considered in rejections set forth under 35 U.S.C. 103(a) 
[i.e., determining the scope and contents of the prior art, ascertaining the differences between the 
prior art and the claims in issue, and resolving the level of ordinary skill in the pertinent art]. 

Nevertheless, even if Applicant should assert that there is no motivation in the cited 
reference that the combination of carnitines is desirable, Applicant's attention is directed to the 
previous Office Action at pages 15-16. One of ordinary skill in the art would have been 
motivated to use a combination of carnitine compounds because it was known in the art that 
exogenous administration of carnitine compounds was capable of restoring normal cellular 
function, such as energy production by mitochondrial beta-oxidation of fatty acids and branched- 
chain amino acids (see Cavazza, page 1, paragraph 4 and page 2, paragraph 1) and, thus, the 
concomitant administration of another carnitine compound with acetyl carnitine would have been 
reasonable expected to potentiate the normalizing effect on mitochondrial beta-oxidation of fatty 
acids and would have reduced the overall presence of oxidants (i.e., an increased antioxidant 
effect; see page 2, paragraph 5 of Cavazza). In light of such teachings, Applicant's allegation 
that there was no suggestion of the desirability of combining carnitines is not persuasive. 

Lastly, regarding the propriety of applying Crandall and Saija as prior art over the present 
claims, please reference the discussion presented above under "Claim Rejections-35 U.S.C. 102" 
as to why the references are properly applied. Such discussion is herein incorporated by 
reference and will not be repeated so as not to burden the record. 
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For these reasons, and those previously made of record, rejection of claims 1-6 and 8 
remains proper and is maintained . 

Claims 1-11, 13 and 15-17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cavazza (U.S. Patent No. 6,365,622; 2002) or Cavazza (WO 00/11968; 2000) in view of 
Saija et al. ("In Vitro Evaluation of the Antioxidant Activity and Biomembrane Interaction of the 
Plant Phenols Oleuropein and Hydroxytyrosol", Int. J. Pharm., 1998), each already of record, for 
the reasons of record as set forth at pages 17-20 of the previous Office Action dated December 
12, 2005, of which said reasons are herein incorporated by reference. 

Newly added claims 16-17 are properly included in the present rejection because Cavazza 
teaches the use of a carnitine-lipoic acid antioxidant composition for the treatment of diseases 
brought about by the presence of free radicals due to environmental pollution, brain or 
myocardial damages induced by free radicals following cerebral or myocardial ischemia and 
attendant reperfusion, toxic or diabetic neuropathies, metabolic disorders of glucose utilization or 
atherosclerotic lesions and tissue proliferative processes (see claims 13-15 at col. 12, lines 43-62 
of Cavazza). The "treatment" of these conditions is properly considered to encompass the 
embodiment of "amelioration" of the same. Although Cavazza is silent as to the use of a mixture 
of polyphenols containing hydroxytyrosol, motivation to include such components in the 
disclosed composition flows logically from that fact that the polyphenols hydroxytyrosol and 
oleuropein, both derived from olives, were known to have potent antioxidative activity and, thus, 
would have been reasonably expected to achieve, at minimum, additive, if not synergistic, effects 
when combined. Please reference In re Kerkhoven, 205 USPQ 1069 (CCPA). Additionally, it is 
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noted that the determination of the optimal weight ratio of the polyphenols would have been a 
matter well within the purview of the skilled artisan and would have been made in accordance 
with a variety of factors, including, but not limited to, the severity of the condition to be treated, 
the therapeutic effect and time to onset of the therapeutic effect desired. 

Applicant's remarks have each been carefully considered in their entirety, but fail to be 
persuasive. 

Applicant alleges that Saija does not teach or suggest hydroxytyrosol in a mixture of 
polyphenols to improve antioxidant status. Applicant additionally states that Cavazza does not 
teach an improvement with a mixture of carnitines as is claimed. 

Saija expressly teaches the antioxidative activity of hydroxytyrosol and oleuropein, two 
polyphenolic compounds, the use of which, as previously stated in the prior Office Action, 
would have naturally commended itself to one of ordinary skill in the art motivated by the desire 
to enhance the antioxidative activity of the composition disclosed by Cavazza, since it is 
generally prima facie obvious, in the absence of evidence to the contrary, i.e., a showing of 
unexpected results commensurate in scope with the claims, to combine two or more compounds 
previously known in the art for the same therapeutic effect with the reasonable expectation of 
producing at least an additive therapeutic benefit. 

Regarding Applicant's assertion that Cavazza does not teach an improvement with a 
mixture of carnitines as is claimed, it is unclear exactly what relevance this "improvement" with 
multiple carnitine compounds has in establishing error in the determination of obviousness. An 
improved effect is neither claimed nor is it demonstrated in the present disclosure. Regardless, 
however, Cavazza expressly teaches combinations of more than one carnitine compound (please 
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see the previous Office Action at pages 17-18). Therefore, Applicant's statement that, "Cavazza 
does not support a rejection of claims providing a variety of carnitines..." (see page 10 of 
Applicant's remarks) is erroneous and not persuasive because it clearly does not appreciate the 
entire teachings of Cavazza. 

For these reasons, and those previously made of record, rejection of claims 1-11, 13 and 
16-17 is proper and is maintained . 



Double Patenting 

Obviousness-Type Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1-11 remain provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over the composition claims of U.S. 
Patent Application Nos. 10/190,043 and 10/165,411 and remain rejected under the judicially 
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created doctrine of obviousness-type double patenting as being unpatentable over the 
composition claims of U.S. Patent Nos. 6,197,308; 6,416,808; 6,165,475; and 6,936,287, each 
already of record, for the reasons of record as set forth at pages 20-24 of the previous Office 
Action dated December 12, 2005, of which said reasons are herein incorporated by reference. 

Applicant's remarks have each been considered in their entirety, but fail to be persuasive. 

Applicant requests withdrawal of the rejections over U.S. Patents 6,197,308; 6,416,808; 
6,165,475; and 6,936,287 because none of the patents teach or suggest combining carnitine with 
hydroxytyrosol in a mixture of polyphenols nor treatments therewith. Applicant's also traverse 
the provisional rejection that was set forth as representative of the rejections over each of the 
pending U.S. Patent Applications and each of the U.S. Patents, alleging that Cavazza would not 
have been motivated to make other combinations of carnitines over a single carnitine and that the 
c 043 application does not teach hydroxytyrosol with carnitines, nor does it teach the claimed 
methods of treatment. 

Regarding Applicant's request for withdrawal of the non-provisional rejections over U.S. 
Patents 6,197,308; 6,416,808; 6,165,475; and 6,936,287, the rejections are maintained for the 
same reasons set forth at pages 21-24 as to why the presently claimed subject matter would have 
been obvious over the claims of the '043 application, but for the differences in claim numbering. 
While the cited U.S. Patents do not expressly claim the combination of hydroxytyrosol in 
combination with carnitine, the concomitant use of carnitine with the patented hydroxytyrosol 
composition would have been prima facie obvious to the skilled artisan because each was known 
in the art for similar antioxidative activity and one of ordinary skill in the art would have been 
motivated to combine the two agents in order to achieve, at minimum, additive, if not 
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synergistic, effects when combined. Please see In re Kerkhoven, 205 USPQ 1069 (CCPA) and 
the reasoning set forth in the previous Office Action at pages 21-24. 

Regarding the assertion that Cavazza would not have been motivated to use a 
combination of carnitines over a single carnitine, Applicant clearly has not appreciated the fact 
that Cavazza clearly and unambiguously sets forth the use of mixtures of carnitine compounds. 
Please see the previous Office Action at pages 21-24. 

Regarding Applicant's assertion of patentable distinction over the fact that the '043 
application does not expressly claim the combination of hydroxytyrosol and carnitine, it is again 
reiterated for Applicant's clarification that the concomitant use of carnitine with the patented 
hydroxytyrosol composition would have been prima facie obvious to the skilled artisan because 
each was known for similar antioxidative activity and one of ordinary skill in the art would have 
been motivated to combine the two agents in order to achieve, at minimum, additive, if not 
synergistic, effects when combined. Please see In re Kerkhoven, 205 USPQ 1069 (CCPA) and 
the reasoning set forth in the previous Office Action at pages 21-24. 

Lastly, regarding Applicant's remarks that the cited U.S. Patent Applications and U.S. 
Patents do not claim the same methods of treatment, it is herein noted that the present rejections 
set forth under the judicially created doctrine of obviousness-type double patenting were set forth 
insofar as they apply to the compositions claimed, not the methods claimed. 

For these reasons and those already made of record, and further in the absence of a 
Terminal Disclaimer(s), rejection of claims 1-11 remains proper and is maintained . 
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Conclusion 

Rejection of claims 1-1 1, 13 and 15-17 remains proper and is maintained . 
No claims of the present application are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie A. Royds whose telephone number is (571)-272-6096. 
The examiner can normally be reached on Monday-Friday (9:00 AM-5:30 PM). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on (571)-272-0718. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) ipf 57TXJJ7M000. 
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